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387 AGRICULTURE, TRADE & CONSUMER PROTECTION ATCP 77.02

Chapter ATCP 77
LABORATORY CERTIFICATION

Subchapterl — General Requirements

Subchapter Il — Milk and Food Laboratories

ATCP 77.01 Definitions. ATCP 77.20 Milk and food laboratories; procedures.
ATCP 77.02 Laboratory tests to protect public health. ATCP 77.22  Milk and food laboratories; certified analysts.
ATCP 77.03 Laboratory certification; general. ATCP 77.23  Drug residues in milk; screening tests.
ATCP 77.04  Applying for certification. ATCP 77.24  Milk and food analysts; proficiency evaluation.
ATCP 77.06 Certification fees. .
ATCP 77.08 Granting and withdrawing certification. Subchapter lll — Water Laboratorles

i ATCP 77.30 Water laboratories; procedures.
ATCP 77.10 Laboratory facilities.
ATCP 77.12 Laboratory administrator ATCP 77.32  Water Iaboratory ar\alys}s'. :
ATCP 77.14  Inspecting a laboratory ATCP 77.34  Water laboratories; proficiency evaluation.
ATCP 77.16  Laboratory records.

Note: Chapter ACP 77 as iexisted on September 30, 1999, was repealed anda ATCP 77.02 Laboratory tests to protect public

newchapter ACP 77was created, Regisf&eptember1999, No. 525, €f10-1-99.
Subchapter| — General Requirements

ATCP 77.01 Definitions. In this chapter:

health. For purposes of 83.12, Stats., the department declares
thatthe following milk, water or food tests are necessary to protect
public health:

(1) MiLk. Any of the following tests related to milk and dairy

(1) “Analyst” means an individual who performs a test und@‘rOdUCts:

s.ATCP 77.02.

(2) “Certified analyst” meanan analyst that is certified by the
departmento perform tests under sTEP 77.02 (1) or (2).

(3) “Certified laboratory” means a laboratory at which an
operatoris certified to perform tests under S@P 77.02.

(4) "Department’means the state ofi¥¢onsin department of
agriculture trade and consumer protection.

(4m) “Drug residue screening test” means any test under s.
ATCP 77.02 (1) (f) to (1) (s) or (1) (z), other than a confirmatory
test,that a person uses to comply with drug residue testing require
mentsunder s. ACP 60.19.

(5) “FDA” means the United States department of health and

human services, public health service, food and drug administra
tion.

(6) “Food” has the meaning given in s. 97.01 (6), Stats.

(7) “Food safetyadministrator” means the administrator of
the departmens division of food safety

(8) “Individual” means a natural person.

(9) "Laboratory” means a facility at whichn operator per
formstests.

(10) “Laboratory administrator” means an individual who
supervises laboratory under s TP 77.12.

(11) “Milk” means the lactealecretion of cows, sheep or
goats,and includes dairy products made from milk.

(12) “Operator’means a person who owns or controls a-labo
ratory.
(13) “Person”"means aindividual, corporation, partnership,

(a) Standard plate count.

(b) Plate loop count.

(c) Petrifilm aerobic count.

(d) Coliform plate count.

(e) Petrifilm coliform count.

() Charm BsDa.

(g) Charm I/ Cowside Il

(h) Charm Il competitive.

(i) Charm Il sequential.

() Charm Il cloxacillin.

(k) Charm Il sulfa.

(L) Charm Il tetracycline.

(m) Delvotest P

(n) Delvotest P 5 pack.

(o) LacTek B/L.

(p) Lacek ceftiofur

(q) Penzyme milk.

(r) Penzyme lll.

(s) SNAP BIL.

(t) Direct microscopic somatic cell count.
(u) Optical somatic cell count.

(v) Pasteurized milk containers.

(w) Phosphatase test; Scharer rapid method.
(x) Phosphatase test; fluorophos.

(y) Phosphatase test; Charm II.

(2) Tests performed to comply with cATCP 60 or 80, other

cooperative association, limited liability compatryst, or other thanmilk component tests which are not related to public health.

organizationor entity “Person” includes counties, municipali
ties, the state of Wconsin and agencies of the state.
(14) “Public health standard” means a federal, statmacal
statute rule or ordinance which specifies a standardhe safety
or wholesomeness of milk, water food for human consumption.
(15) “Public water system laboratory” means a laboratory that
tests water for a publivatersystem as defined in NR 108.02 (12).
(16) “Test” means a laboratory examination of milk, water or
food.

)
(a)
(b)
(©

Foobp. Any of the following tests related to food:
Standard plate count.

Plate loop count.

Petrifilm aerobic count.

(d) Coliform plate count.

(e) Petrifilm coliform count.

() Other tests under chTEP 75 to detect pathogens in food.
(3) WaTer. Any of the following tests related to water:

(17) “Visual read test’ means a drug residue screening test(@) Multiple tube fermentation procedure (MTF).

performedby an individual whanterprets the result without the
aid of a mechanical reader

History: Cr. Register Septemberl999, No. 525¢ff. 10-1-99;emerg. ct (4m)
and (17), eff. 1-15-01; CR 01-124: cr(4m) and (17) Register December 2002
No. 564, eff. 1-1-03.

(b) Membrane filter technique (MF).
(c) Enzymatic substrate (MMO-MUG).
(d) Clarks Presence/Absence (P/A).
(e) Heterotrophic plate count (HPC).
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() Other tests under ch. NR 809 or 812 to detect microbiologi water laboratory shall also provide documentatiequired

cal contaminants in drinking water unders. ATCP 77.32.
History: Cr. Register Septemberl999, No. 525, éf10-1-99. Note: An operator may obtain application forms and submit applications to the
departmenat the following address:
ATCP 77.03 Laboratory certification; general. Wisconsin Department of Agriculturerade and Consumer Protection
(1) ANNUAL CERTIFICATION REQUIRED. No person may perform, E;,Vb'g';;’go?;Fg’giﬂﬁg{%?g{gg;‘ag{ Food Safety and Inspection
at any laboratorya test listed under sTEP 77.02 to determine PO. Box 891

whethermilk, food or water complies with public health standards ~ Madison, Wi 53708-841
requiredunder federal or state law unléke department annually (2)(62\253:‘;1;%\/\“ To renew an annual certification. the
certifiesthe laboratory operator to perfothat test at that labora ; !

torv. An annual certification expires @ecember 31 of each vear operatorof a certified laboratory shall fila renewal application
{2) SCOPEOR CERTIFICATION F()a) A person who operate;)/Q with the departmertty December 31 of each yeafrhe operator

: ) e shallfile therenewal application on a form provided by the depart
morelaboratories shall obtain a separegetification under sub. bp K Y b

oo ment. The renewal application shall include all of the following:
E)le)t\;?ere%ggrlc';g?srag?gtﬁ)rc:;ggg: tion may not be transferred (@) The information required under sub. (&) to (d). The

. . I licati hall identi h i the last I
(b) The department shall identifiyn each certification under ?é)r?elvc\f;|l_ons all identify any changes since the last annua

sub.(1), the tests which the operator is certified to perform at that (b) The information required under sub. (1) (&) if the operator

laboratory. . requestgertification to perform a test whithe department has
(c) If the department authorizes a laboratory to perform a dngt yet certified the operator to perform

residue test on milk, the department shall specify whether the |a e : '

oratoryis approved t@erform that test as a screening test or-certi (c) The certification fees required under SCR 77.06.

! " Note: The department will send renewal application forms to certified laboratories
fied to perform that test as a confirmatory test, or both. A laborgproximatelys weeks before their current annual certifications expire.

tory approved to perform a test asaeening test may not perform = *(3y Fa; se inFormATION. NO person may misrepresent orfal

thattest as a confirmatory test unless the laboratory is alse cegfty any information contained in a certification applicatiorler
fied to perform the confirmatory test. this section.

(3) CerTIFICATE DISPLAYED. An operator shall displayt a History: Cr. RegisterSeptember1999, No. 525, &f10-1-99.
prominentlocation in eacleertified laboratorythe current certifi

cationissued for that laboratory under sub. (1). ATCP 77.06 Certification fees. (1) FEE AMOUNTS.

(4) ExempTioNs. Subsection (13loes not apply to any of the Exceptas provided under sub. (2) or (3), an operator shall pay the
following: following certification fees:

(@) The United States government. (a) Milk or food tests. An annual certification fee of $336 for

. . eachtest under s. PCP 77.02 (1) or (2) at each laboratory for
(b) Milk testing by the department. which the operator is certified. This fee does not apply to a labo

(c) An educational institution that operates a laboratory sol&lyry that is approved under STBP 77.23 only to conduct drug
for teaching oracademic research purposes, and does not tPé°§iduescreening tests on milk samples.

milk, water or food for human consumption. (b) Certified analysts; milk or food tests. An annual certifica
_(d) A person who operates a laboratory solely to conduct qughn, fee of $25 for eachnalyst who performs one or more tests
ity control tests on foodr water sold by that person, provided thal,nqers. ATCP 77.02 (1) or (2). This fee daest apply to an ineli

thﬁits?osr;s g:eRre];;t;?ge%i;?bggggga&%ti’z ;”L?lg_rﬁggigﬁggel-enum vidual approved under s. TSP 77.23 only to conduct druigsk
(2) () to be (2) (b), &r (2) (c), eff. 1-15-01; CR 01-124:enum. (2) (c) to be (2) dU€ Screening tests on milk samples.

(b), cr. (2) (c) Register December 2002 No. 564, eff. 1-1-03 (c) Additional analyst certification; milk or food tests. A sup
. . plementalfee of $150 for each requested certification of one or

ATCP 77.04  Applying for certification. (1) INITIAL  moreanalystso conduct any test under ST®P 77.02 (1) or (2),
APPLICATION. An operator shall apply for initial certification underit the certification occurs at any time other than during a manda
s.ATCP 77.03 on a form provided kiye department. The opera yory inspectiorunder s. ACP 77.14 (1). This fee does not apply
tor shall submit a separate application for each laboratdry g 3n individual approved under TGP 77.23 only to conduct
applicationshall include all of the following: drugresidue screening tests on milk samples.

(@) The operatds correct legal name and address, and any (qy water tests, An annual certification fee of $276 for each
radenames used the operator The application shall INdicate testunder s. ACP 77.02 (3) for which the operator is certified.
whetherthe operator is an individual, corporation, partnership, : N ; .
cooperativeassociation, limited liability compantrust, or other in (Se) N.Dz:ug rﬁ%‘é&s('sr)' r;?' Iﬁ;eﬁﬁ'rg%;?%eﬁgfnﬁezrﬁ;;\i’('j%id

organizationor entity . -
screeningests on milk samples.
(b) The name, address and telephone number of the Iaboratory(z) ParTIAL FEES. (a) If the department certifies an operator

(c) The name of théaboratory administrator under STBP ot 4 mjlk or food laboratory to perform a test for less than a full

7r.12. ) calendaryear the operator shall pay a fee of $28 for each full
(d) The tests under sTEP 77.02 for which the operator seeksnonth of certification for that test. This fee does not apply to a

certification. laboratorythat is authorized under sT&P 77.23 only to conduct

(e) Documentation that the laboratory is qualified to performrug residue screening tests on milk samples.
eachtest which the operator identifies under. gdy. Documenta  (b) If the department certifies an operator of a water laboratory
tion shall include all of the following: to perform a test for less than a full calendar ytbaroperator shall

1. Proof that the laboratory has all of gguipmenineeded paya fee of $23 for each full month of certification for that test.
to perform each test. (3) FEEEXEMPTIONS. A county or municipality thatontracts

2. Written test procedures used fmach test, or an identifica with the department to licensed inspect retail food establish
tion of the standard test methods used for each test. mentsas the departmest'agent under s. 97.41, Stats., is not

3. Proof of analytical proficiency in each teStroof may con  requiredto pay any certification fee.
sistof qualityassurance test results from comparison studies, split(4) PAYING CERTIFICATION FEES. (a) If thedepartment has not
samplesor proficiency tests which meet the proficiency evalugpreviouslycertified an operator to perform any of the tests listed
tion requirements under STEP 77.24 or 77.34. The operator olunders. ATCP 77.02 at the laboratory for which the operator is
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seekingcertification, the department shall bill the operator under (a) Adequate facilities, equipment and suppteéperform the
sub.(1) or (2)after the department inspects the laboratory undestswhich the operator is certified to perform at that laboratory

S.ATCP 77.14 (1) (a)The department may not certify the opera  (b) At least 5 linear feet of level bench top working spaee
tor to performany test until the operator pays the required certifanalyst.

cationfee for that test. 3 _ ~ (c) Atleast 50 foot candles of light on each bench top.
_ (b) If the operator of a certified laboratory applies for certifica ) Effective climate controls to maintain progiemperature
tion to perform additional tests under sub. (5), or files a renewg| P ;

SR : dhumidity for testing.
applicationunder s. ACP 77.04 (2), the operator shall include (2) QUALITY CONTROL AND MAINTENANCE. The operator of a
WIt?S;h2tD?3?TF|)|cI>E|itLIOTnE$§ f?ﬁz :)epqeurlar:ta:r l(J)dr;dceerrtsifliJ:a %i)grra(ti)r-y certified laboratory shall do all of the following:
may, at any time, apply for certification to perform additional tes F o(at)a rv’\cgrllil;[r?ln Clgr?girt%gry facilities, equipmeand supplies in
which the department hamot yet certified the operator to perform P ) g_ ) i ) )
at that laboratory Theoperatorshall apply on a form provided by  (b) Maintain temperature-controlled equipmeinicluding
the department.The application shall include all of the following:incubators,water baths, refrigerators and freezers, so that the

" . .. —_equipmentunctionseffectively. The operator shall measure and
tior(la) The additionatests for which the operator seeks Certifica oo qequipment temperatures at least daily when the equipment

is in use.
(b) Documentation, under sTEP 77.04 (1) (e), that the oper P
atoris qualified to perform each additional test under (zgr (¢) Maintain autoclaves to ensure proper temperature and pres

' surethroughout the entire sterilization cycle, and kaepcord of
(c) The fees required under sub. (1) or (2). autoclavemaintenance.

Note: An operator may apply under sub. (5) at any time during a licenseapear f ; :
neednot wait until the annual license renewal. (d) Calibrate each electronic test instrument as recommended

History: Cr. Register SeptemberL999, No. 525, &10-1-99; am. (1) and (2) QY the instrument manufacturend record the results.
andcr. (1) (@) to (d), RegisteDecember1999,No. 528, eff 1-1-00,emerg. am. (1) (e) Ensure that eaateagent and solution is clearly labeled to
a)to (c), cr (1) (e), t and recr. (2), eff. 1-15-01; CR 01-124: am. (1) (a) to (c), Lo R . . e
é,_)(l)((g)‘ rihe.r @ Regis(te), December 2002 No. 564, eff. @ showits identity its titer orconcentration, its expiration or prepa
ration date, instructions foproper storage, and other pertinent
ATCP 77.08 Granting and withdrawing certification. information. An operator shall store reagents and solutions
(1) GRANTING CERTIFICATION. The department shall certify an@ccordingto the manufacturés specifications. .
operatorunder s. ACP 77.03 if the operator and laboratory eom  (f) Ensure that glassware is free of chips, excessive scratches
ply with this chapter The department may conditionally certifyor cloudiness. Glassware used for measurement, including
anoperator pendingction by the operator to correct deficienciegipettes,graduated cylinders and volumetric flasks, shall have
which the department has identified. The department may sufgargraduations.

marily suspend a conditional certification, without piiearing, (3) NOTICE OF MATERIAL CHANGES. An operator shall notify
if the operator fail$o correct the deficiencies within the timethe department whenever the operatmodels laboratory facili
specifiedby the department. ties or installs new equipmerit the remodeling or installation

(2) DEADLINE FORACTION ON CERTIFICATION REQUEST. Within ~ materiallyaffects the performance dests under s.’CP 77.02
40 calendar days after the department recan'ete app“ea Wh|Ch the Operator is certified to perform at that |ab0rat0ry
tion under s. ACP 77.04, the department shall do all the follow History: Cr. RegisterSeptember1999, No. 525, &f10-1-99.
ing: .

g(a) Inspect the laboratory if an inspectismequired under s ATCP 77.12  Laboratory administrator . Thelaboratory
ATCP 77 1p4 (1) y P q " administratoror a designated ageot the administrator shall be
: : o o ) presentat every certified laboratory during daytime business
_(b) Grant the application, grant the application subject te CoRours. The laboratory administrator shall do all of the following
ditions, or deny the application. on behalf of the laboratory operator:

(3) MILK AND FOOD LABORATORIES; CERTIFIED ANALYSTS. (a) (1) Supervisethe laboratoryand its compliance with this

The department may not certify an operator to perform any tesiapter.

unders. AACP 77.02 (1) or (2) unless the department has certified (2) Reviewand approve, for submission to the department,

all of the analysts who perform that test at that laboratory  gyerycertification application which the operator submits for that
(4) SUSPENDINGORREVOKING CERTIFICATION. The department |aboratoryunder s. ACP 77.04.

may suspend or revoke an operasocertification for cause, (3) supervisethe procurement and maintenance of laboratory

including a violation of this chapter or failure to file required labosajlities, equipment and supplies, and notify the departroént

ratory reports with other government agencies. @apartment materialchanges under sTEP 77.10 (3).

shall comply with applicable requirements under ch. 227, Stats.

and ch. ACP 1 '(4) Facilitatedepartmeninspections of the laboratonat the

Note: See ss. 93.06 (7) and 93.12, Stats requesbf the department, the administrator shall grant the depart
5 'Su e : th f' d saf dministrat mentaccesgo laboratory facilities, equipment and records, and
(5) SummaRy SuSPENSION. The food safety administrator maysp | arrange for analysts to demonstrate their tegtoficiency

issuea written notice, summarily suspending all or part of an-oper ; .
ator’s certification, if the food safety administrator finds in the () Notify the departmenof changes in laboratory analysts
nders. ATCP 77.22 (10).

suspensiomotice that the operator has not complied with thid ) )
chapterthat the noncompliance posas imminent threat to the ~ (6) Notify all laboratory customers if the departmsuspends
health or safety of thpublic or laboratory workers, and that theor revokes all or part of the laboratascertification.
noncompliancas likely to continueunless the food safety admin  (7) Reporttest results to the appropriate regulatory agghcy
istrator summarily suspends the operaocertification. The requiredby law
operatormay contest the summary suspension according to s.(8) Supervisdaboratory recordkeeping under S.@P 77.16.
ATCP 1.03 (3). History: Cr. Register September1999, No. 525, éf10-1-99.

History: Cr. Register September1999, No. 525, éf10-1-99.

ATCP 77.14 Inspecting a laboratory . (1) MANDATORY

ATCP 77.10 Laboratory facilities. (1) ADEQUATE INSPECTIONS. The department shall inspect a laboratosjladf the

FACILITIES. A certified laboratory shall have all of the following:following times:
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(a) Before certifying the operator under §.@P 77.03, for the to methods specified in applicable reference materials under sub.

first time, to perform tests at that laboratory (2), or according to methods which thdepartment approves in
(b) At least once every 2 years after the department first ceRriting.

fies the operator under STEP 77.03 to perform tests at tiebo (2) REFERENCEMATERIALS. (a) General. An operator who

ratory. performsany test listed under sTEP 77.02 (1) or (2) shall keep,

(c) Before the department certifies the operator to performaéthe certified laboratorghe manufacturés complete operating
testunder s. ACP 77.02 which the departméras not previously andmaintenance instructions feguipment used to perform that
certified that operator to perform at that laboratory test.

(2) DISCRETIONARYINSPECTIONS. The department may inspect (b) Milktests. An operator who performs any test listed under
a certified laboratory whenever any of the following occurs: s.ATCP 77.02 (1) shall keep the following reference materials at

(a) The operator materialgiters laboratory facilities or equip the certified laboratory:

ment. 1. The FDA2400 series laboratory evaluation forms for that
(b) The operator assigns a new analyst to perform a test fest.
which the operator is currently certified. 2. The “Standard Methods for the Examination of Dairy Prod

(c) The department concludes that an inspection is necesgégis,” 16th edition, publishedy the American Public Health
to determine whether the operator the operatos laboratory Association,Inc.
complieswith this chapter (c) Food tests. An operator who performs any test listed under
(3) INSPECTIONAUTHORITY. The department magxercisats s. ATCP 77.02 (2) shall keep all of the following reference materi
authorityunder ss. 93.08, 93.14, 93.15, 93.16 and 97.12, $tatsals at the certified laboratory:
supportof an inspection under this chaptdihe departmentmay 1. The authoritative reference manual, if atmat applies to

suspend or revokidie certification of any operator who obstructgach type of food testing for which the laboratory is certified.
or fails tg %erm't an |rLspect|on under ghls sle(gtlon. b h 2. The “Compendium of Methods for Microbiological

Note: The departmentonducts its inspections during laboratory business hour; . . " L . .
The department ordinarily pre-arranges inspection dates and times that are acc minationof Foods,” 3rd edition, published by the American

ble to laboratory operators, but is not required to do so. A person who obstruct$aiblic Health Association, Inc.
interfereswith an inspection may also be subject to penalties @21 (2) or (4)

ors. 97.12 (4), Stats. 3. The FDA"“Bacteriological Annual Manual,” 8th edition,
History: Cr. Register September1999, No. 525, &f10-1-99. if the operator performs a microbiological test on food.
Note: Copies of reference manuals cited under sub. (2) are on file with the-depart
ATCP 77.16 Laboratory records. (1) RECORDS Ment, the secretary of state and the revisor of statutesindTout how to order these

nualsfrom the publishers, you may contact the department at the followin
REQUIRED. An operator shall make complete records related to &jreas. P Y Y P 9

of the following: WisconsinDepartment of Agriculture,rade and Consumer Protection
(a) The training, experience and proficiency testing of every Division of Food SafetyBureau of Food Safety and Inspection

. N I Laboratory Certification Program
analystwho performs tests for which the laboratory is certified. PO. Box rgyg;u_ 9

(b) Laboratory evaluations required under this chapter Madison, W1 53708-891

- (608) 224-4712
(c) Laboratory policies and procedures. (3) CULTURE MEDIA. Culture media used for any test listed

(d) Laboratory facilities, equipment and supplies, includingnders. A"CP 77.02 (1) or (2) shall befeftively sterilized before
records related to procurement, calibration, testing and mainfigey are used. Culture media shall be autoclaved for the total cycle
nance. time and sterilization time specified by the media manufacturer or

(e) Quality control procedures and monitoring. by the applicable test method under this section.

(f) Tests performed at the laboratancluding records related — History: Cr. Register September1999, No. 525, &f10-1-99.
to the nature of the test, the person for whom the test is performed,
the assigned analysts, the test methods used, the date and time &TCP 77.22 Milk and food laboratories; certified

testing,and the test results obtained. analysts. (1) CERTIFICATION REQUIRED. (@) _Exceptas provided
(g) Test reports filed with the department and other geverif! Par (b), no analyst maperform a test listed under sT@P
mentagencies. 77.02(1) or (2) unless the department certifies that analyst under

Note: For example, see reporting requirements under &i8PA&0,70 and 80,  this section to perform that test.
and chs. NR 809 and 812. (b) Paragraph (a) does not apply to an individual who is solely
(2) RECORDRETENTION; AVAILABILITY.  (a) The operator &  engagedn performing a drug residue screening test, provided that

milk or food laboratory shall retain all records under sub. (1) fﬂﬁedepartment has approved thatividual under s. ACP 77.23
atleast 2 years. The operator of a water laboratory shall retain@llto perform that test.

recordsunder sub. (1) for at least 5 years. _ (c) The department shall certify the analysts emplayedab
(b) An operator shall make records under sub. (1) availabledfytorywhen it conducts a mandatory inspection of that labora
the department for inspection and copying upon request. tory under s. ACP 77.14 (1). The department may certify new
(c) An operator may keep records under sub. (1) in hard cogyalystspor certify analysts to perform other tests, at other times.
or electronic form, or both, provided that the department can (2) TERM OF CERTIFICATION. An analys certification to per

obtainready access to the records. form a test remains in fefct until one of the following occurs:

(d) An operator shall take reasonable security measures 1o pré4) The department conducts thext biennial inspection of the
ventrecord loss, damage or tampering. laboratoryunder s. ACP 77.14 (1).
(3) FaLsiFYING RECORDS. No operator may falsify any labera

tory records (b) The department suspends or revokes the arsatystifica

History: Cr. Register September1999, No. 525, éf10-1-99. tion.
(3) CoMPETENCYEVALUATION. (a) Before the department ecer
Subchapter!l — Milk and Food Laboratories tifies an analyst to perform any test listed undeff<CR 77.02 (1)
or (2), the department shall observe and evaluateathealiysts
ATCP 77.20 Milk and food laboratories; procedures. competencyto perform that test.

(1) Test MeTHODS. An operator who performs any test listed (b) Whenever the department performs a mandatory inspec
unders. ATCP 77.02 (1) and (2) shall perform that test accordirigon of a laboratory under sTEP 77.14 (1), the department shall
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performa competency evaluation under.ga) of everyanalyst atleast one individual under sub. (2) to perform that test at that lab
who performs a test listed under §.GP 77.02 (1) or (2). oratory.
(c) The department shall use an appropriate FDA 2400 seriegc) The department shall inspect a drug residue screening labo
form or if no FDA 2400 series form applies, another standard fomatory at all the following times:
to evaluate amnalysts competency under pga). If an analyst 1. Before approving the operator to perform a visual read test,
performsplate loop counts or electronic somatic cell counts, thiethe department has not previously approved that opergier to
departmenshall check the analystability to perform the statisti form that test at that laboratory
cal comparisons required by those tests. 2. Before approving a new individual under sub. (2) te per
(4) ANNUAL PROFICIENCY EVALUATION. An analyst who per form a visual read test at that laboratory
formsa test listed under STEP 77.02 (1) or (2) shall complete  (2) AnaLysTs ApPrROVED. (a) No individual may perform a
an annualproficiency evaluation for that test if an annual profigryg residue screening test unless ¢repartment approves that
ciencyevaluation is required under ST@P 77.24. individual to perform that test at a laboratory approved usdbr
(5) ConbpiTIONAL CERTIFICATION. If the department determines(1).
undersub.(3) that an analyst is competent to perform a test, but (b) Before the department approves an individual under par
theanalyst has not yet completed a proficiency evaluation unggjto perform a visual read tesiie department shall perform an
s.ATCP 77.24 for that teshe department shall conditionally €er on-sitecompetency evaluation under sub. (4).
tify the analyst.If a conditionally certified analyst fails a profi (c) The departmers’ approval under pafa) expireson
ciencyevaluation under s.TCP 77.24, the department shall SUmMpecemper3y of each year unless, by that date, the laboratory
marily suspend the analysttertification to perform that test. operatorattests to the department that ingividual has success
(6) FuLL cerTiFicaTION. If the department determines undefully completed an annual proficiency evaluatiorer sub. (5).
sub.(3) that an analyst is competent to perform a test, and the ana(q) The department may suspend or revoke an approval under
lyst also passes a proficiency evaluation undeT€RA77.24or par.(a) for cause.
that test, the department shall fully certify that analyst to perform (3) APPROVALFEES A laboratory operator shall pay tf-
thattest. i lowing fees to acquire and maintain a laboratory approval under
(7) ProvisioNAL ceRTIFICATION. If a fully certified analyst gyp. 1):
fails a proficiency evaluation under sST@P 77.24 foany test, the (a) An initial fee of $500, except as provided in. 8} or (c).

departmenshall issue a notice stating that the analyst is provi - . .
sionally certified to perform that test. If a provisionally certified () An initial fee of $150 if the laboratory tests milk for only

analystpasses a proficiency evaluation underBCR 77.24 on one dairy pIan_t operator and all the followmg apply: .
anew set oproficiency samples, the department shall restore the 1. The dairy plant operator receives only grade B milk.
analystto full certification. If a provisionally certified analyst 2. The dairy plant operator receives milk from not more than
fails a proficiency evaluation on a new set of proficiency sampldsproducers.
the department shall summarily suspend the analgsttification 3. The dairy plant operator receives not more than 10,000 Ibs.
to perform that test. of raw milk per week.

(8) RESTORING CERTIFICATION. The department may restore (c) An initial fee of $50 if the laboratory doest apply for
the certification of any analyst whosertification is summarily approvalto perform any visual read test.
suspendedinder sub. (5) or (7) if the analyst completes a training (d) A fee of $25 for each individual, in excess of 3 individuals,

programapproved by the department and passes a proficienagtthe department evaluates under sub. (4) at the time of the ini
evaluationunder s. ACP 77.24 on a new set of proficiency samtial laboratory inspection under sub. (1) (c) 1.

ples. The department shall restdhe analyst to full certification, e) An annual renewal fee of $50 for each annual renewal of
evenif the analyst was conditionally certified when certificatiorihe|aborat0ry approval, except thhie renewal fee is $25 if the
was suspended. laboratoryqualifies under pagb).

(9) LisTOF CERTIFIEDANALYSTS. Thedepartment shallmain  (f) A fee of $150 for each laboratory visit, other than the initial
tain, for each certified laboratarg list ofanalysts currently certi inspectionunder sub. (1) (c) 1., that the department makethéor
fied to perform tests listed under ST@P 77.021) and (2). The purposeof evaluating individuals under sub. (4). This single fee
list shall identify the tests which each analyst is certified to pejt $150 coverall of the individual evaluations performed during

form. the departmens visit, regardless of the number of individuals
(10) NoTiCE OF CHANGES. (a) An operator shall notify the evaluated.

departmentvithin 30 days after any of the following occurs: (4) COMPETENCY EVALUATION. Before the department
1. An analyst certified under this section is no longempprovesan individual to perform a visual read test, tlegpart

employedby the laboratory mentshall observe and evaluate that individsi@bmpetency to
2. Thereis a change in the name of any analyst certified und@@fform that test. The departmeshiall use an appropriate FDA

this section. 2400 series form to conduct the evaluation.

. . Note: FDA 2400 series forms are on file with artment, the secretary of state
(b) An operator shall notify the department of afstgfchange  andthe revisor of statutes. thep y

within 7 days after that change occurs if, as a result of that changegsy AnnuaL ProFICIENCY EvALUATION.  (8)  An individual

the operator no longer meets applicable certification requiremenfsprovecto performa drug residue screening test shall complete

Uan?rS-_ AEI:—CE 7'7{02 (ff)- her1995. No. 525, 6/10-1-06: 1 (2) (b and anannual proficiency evaluation. An evaluatmproved by the

e (3 1o e e oo 600 Ne 598, efl—'lr—(o%;e(:r%e?g. departmentshall administer thannual proficiency evaluation.

r. and recr. (1), eff. 1-15-01; CR 01-124:rand recr. (1) Register December T he department may approve the laboratory operator to serve as

2002No. 564, eff. 1-1-03 evaluator,except that an independestaluator shall administer

annual proficiency evaluations foanalysts performing visual

ATCP 77.23 Drug residues in milk; screening  tests.  readtests. The evaluator shall report the results of each profi

(1) LABORATORY APPROVED. (&) No person may perform a drugciencyevaluation to the department within 7 days after the evalua

residuescreening testxcept at a laboratory that the departmenion is completed.

approvesunder s. ACP 77.03 to perform that test. (b) In a proficiency evaluation, the evaluated individual shall
(b) The department may not approve a laboratory to perfomaminethe number of samples required under either(pior

adrug residue screening test unless the department has appr@eedThe evaluator may prepare the samples used in proficiency

RegisterDecember 2002 No. 564
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evaluationsexcept for samples used in a visual read proficien&xceptas provided in sub. (4), the department may not renew an
test. The contents of the samples shall be known only to the-evadmalyst'scertification to perform any test listed under $CR
ator,and not to the evaluated individual. The evaluator shal eval7.02(1) or (2) unless, within the year immediately preceding that
uatethe individuals proficiency by comparing the individugl’ renewalthe analyst passegeoficiency evaluation for that test.
resultsto the known contents of the samples, and shall réps¢  The proficiency evaluation shall comply with this section.

resultsto the department. (2) Form OF EVALUATION. In a proficiency evaluation under

(c) A proficiency evaluation undggar (a) shall be conducted sub. (1), an analyst shalexamine samples prepared by an
according to atandarcevaluation procedure that the departmenipprovedevaluator under sub. (3). The contents of the samples
approvesn writing. A standard evaluation procedure shall eonshallbe known only to the evaluatdFhe evaluator shall rate the
ply with this subsection and shall include standards for all the f@lnalyst's proficiency by comparing the analyst'esults to the

lowing: known contents of the samples, and shall report those results and
1. The evaluatds preparation of proficiency evaluatisam  ratingsto the department.
ples. (3) APPROVEDEVALUATOR. The department, or another evalu
2. The analyss examination of proficiency evaluation sam ator approved by the department in writing, shall serve as a profi
ples. ciencyevaluator under sub. (2).

3. Deadlinesfor examining proficiency evaluation samples Note: The department will approve an evaluator under sub. (3) if FDA approves
andreporting test results. thatevaluator for the same purpose.

. . P s (4) EVALUATION PROCEDUREGENERAL. A proficiency evalua
cienA::'yThe evaluatds review and rating ahe individuals proft tion under sub. (1) shall be conducted according to a standard

. . . evaluationprocedure which the department approves in writing.
(d) For adrug residue screening test other than a visual regd analyst is not required to complete a proficiency evaluation for
test,a proficiency evaluationnder par(a) shall include 3 sam 5,y test unlesshe department has approved a standard evaluation
ples. To pass the proficiency evaluation, the individual Shallmtebrocedurefor that test. A standarevaluation procedure shall
pretall 3 sample results correctly _ comply with applicable requirements under s¢), and shall
(e) For a visualead test, a proficiency evaluation under. pajnclude standards for all of the following:
(a) shall include at least & but not more than 20 samplegass (a) The evaluatos preparatiomf proficiency evaluation sam
aproficiency evaluation involving 6 to 10 samples, an individu les
shallinterpret no more than one sampsult incorrectly To pass ' . . )
a proficiency evaluation involvingllto 20samples, an individual _ (P) The analysg examination of proficiency evaluation sam

shallinterpret no more than 2 sample results incorrectly ples.

(6) FAILED PROFICIENCY EVALUATION; LOSS OF APPROVAL. (@) (c) Deadlines for examining proficiency evaluation samples
If an individual approved to perform a drug residue screening t@selreporting test results.
fails his or her first annual proficiency evaluation relatethtd (d) The evaluatds review and rating of the analysproft

test,the individual is no longer approved to perform that test. ciency.

~ (b) Ifanindividual approved to perform a drug residue sereen (5) MILK TESTS; EVALUATION STANDARDS. (&) Proficiency
ing test passes his or her first annual proficiency evaluation relataéluationgor the following tests under sTEP 77.02 (1) shall
to that test, but subsequently failsc@nsecutive annual prefi testinclude at least the following number of samples:

;:ienc;l/qevaluations, the individual is no longepproved to per 1. At least six but not more than 20 samples for standard plate

orm that test. count, petrifilm aerobic count, plate loop count, or phosphatase
(c) The department may restoreapproval lost under pa) tests.

or (b) if the individual completes a training program apprdwed 2. At least eight but not more than 20 samplesdioect

the department and passes an on-site competemajuation ; ; : ; ;
a9 AN ._microscopicsomatic cell counts, electronic somatic cell counts,
undersub. (4). If the individual subsequently fails his or her flr%nrug residue tests, or coliform tests

annualproficiency evaluation related to the drug residaeen . . .

ing test, the individual may no longer perform that test. The (b) To pass a proficiency evaluation under.ga) which

departmentnay again restore trpproval if the individual again involves6 to 10 samples, an analyst shall obtain no more than one

meetsthe restoration requirements under this paragraph.  unacceptablesample result. d pass a proficiency evaluation
(7) LiST OF APPROVEDANALYSTS. The department shall main underpar (a) which involves 110 20 samples, an analysall

tain, for each laboratory approved under sub. (1), a list of individﬂbt"’“nno more _than 2 unacceptable sample results. .

als currently approvetb perform drug residue screening tests at (€) In a proficiency evaluation for any of the following tests,
thatlaboratory The list shall identify the drug residue screenin sample result is unacceptable if it falls outside the statistical lim
teststhat each individual is approved to perform. its established in FDA “Evaluation of Milk Laboratories,” 1995

(8) NOTICE OF STAFFING CHANGES. (a) A laboratory operator €dition.
shallnotify the department within 30 days after any of the follow 1. Standard plate count.
ing occurs: 2. Petrifilm aerobic count.
1. Anindividual approved under suf2) leaves employment 3. Plate loop count.

with that laboratory _ o 4. Direct microscopic somatic cell count.
2. There is a change in the name of any individual approved 5. Electronic somatic cell count

undersub. (2).

(b) A laboratory operator shall notify the department within gr
?O%Sﬁ;frng ?;%T/?dig@%%gr (?\?e?i rgﬁggro;tgﬁtgggeﬁotpme ?B%Z positiveor negative, a sample resigdtunacceptable if the analyst
residuescreening test that the laboratory is authorized to pen‘orf‘F}'.IS to report thg .correct p"s't",’e or negatl\(e result.

History: Emerg. cr. eff. 11-15-01; CR 01-124: crRegister December 2002 (e) Ina proficiency _evaluatlon for a coliform test, a S_ample
No. 564, eff. 1-1-03. result is unacceptable if the analyst fadsdetect coliform in a
_ o samplethat containgit least five coliform ganisms per milliliter

ATCP 77.24 Milk and food analysts; proficiency or per gram of product.

evaluation. (1) ANNUAL PROFICIENCY EVALUATION REQUIRED. History: Cr. RegisterSeptember1999, No. 525, &f10-1-99.

(d) In a proficiency evaluation for a test, such as a drug residue
phosphatase test, in which sample test results are reportable as

RegisterDecember 2002 No. 564
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393 AGRICULTURE, TRADE & CONSUMER PROTECTION ATCP 77.34
Subchapterlll — W ater Laboratories for any test unless the departmbkas approved a standard evalua
tion procedure for that tesh standard evaluation procedure shall
ATCP 77.30 Water laboratories;  procedures.  includestandards for all the following:

(1) Test METHODS. An operator who performs any test listed (a) The evaluatds preparatiof proficiency evaluation sam
unders. ATCP 77.02 (3) shall perform that test accordinmégh  ples.

odsspecified inapplicable reference materials under sub. (2), or () The operatds examination of proficiency evaluation sam
accordingto methods which the department approves in writingjes.

_ (2) REFERENCEMATERIALS. An operator who performs any test  (¢) peadlines for examining proficiency evaluation samples
listed under s. RCP 77.02 (3) shall keep all of the following refer angreporting test results.

encematerials at the certified Iaboratory:. . (d) The evaluatds review and rating of the opera®profi
(a) The manufacturés completeoperating and maintenancecjency.

instructionsfor equpment used to perform that te‘:st. (5) DRINKING WATER TESTS;EVALUATION PROCEDURES. Begin
(b) The U.S. environmental protection agency “Manual for thgng ‘on July 1, 1999, standard evaluation procedures for tests
Certification of Laboratories Analyzing Drinkingadér” 4th edi  nders, ATCP 77.02 (3) shall include the following requirements:

tion. . L .
; o (a) An operator who is evaluated for proficiennytesting for

(c) “Standards Methods for the Examination o&t@f and ota) coliform and fecal coliform or E. coli shall examindesist
Wastewater,”18th or 19th edition, published by the American g samples of at least 100 ml. each annuallye evaluatoshall
Public Health Association, the Americanafér Works Associa  provide full volume samples, or the concentrate and diluents
tion and the Veiter Environment Federation. _ neededo reconstitute the concentrates to full volume. Each sam

(3) CuLtureMEDIA. Culture media for any test listed under sple set shall include all of the following:
ATCP 77.02 (3) shall be ctively sterilized before they are used. 1 opeto 4 samples of an aerogenic strain of Escherichia coli
Culturemedia shall be autoclaved for the total cycle time and stefnich if properly tested according to methods under ECRA

ilization time specified by the media manufacturer or by the-ap 7.30(1), will test positive for total and fecal coliform.

cabletest method under this section. 2 One to 4 sampl f Enterobacter  atiien n
History: Cr. Register September1999, No. 525, éf10-1-99. ) € 1o 4 samples 0 erobacter sp. o eroogan-

isms which, if properly tested according to methods under s.
ATCP 77.32 Water laboratory analysts. (1) OPERA ATCP 77.30 (1), will test positive for total coliform and negative

TOR TO DOCUMENT COMPETENCY. In every initial or renewal for fecal coliform.
applicationfor water laboratory certification, a laboratory opera 3. One to 4 samples of Pseudomonas sp. or other ngeroor
tor shall document that the analysts who perform each test uniggis which, if properly tested according to methods under s.
s.ATCP 77.02 (3) for which the laboratory seeks certification afd CP 77.30 (1), will test negative for total coliform and fecall-
properly trained to perform that test, and can accurately test pderm.
tive and negative blind samples. Analysts are not required to be 4. One to 4 blank samples.

certified by the department. (b) An operator testing proficiency evaluation samples under
(2) DEPARTMENT TO AUDIT cOMPETENCY. Wheneverthe par.(a) shall report the test results to the evaluafte evaluator
departmenperformsa mandatoryinspectionof a waterlabora  shallreport the test results to the departmeithin 40 calendar
tory under s. ACP 77.14 (1), the departmestiall observe and days after the evaluator mails or delivers the samples under par
evaluatethe competency of at least one analyst who performs tegi§to the operator For each sample testetie evaluator shall
unders. AICP 77.02 (3) for which the department is certifying theeportthe operatds test result for total coliform and fecal eoli
waterlaboratory The department shall use the United States enfthrm or E. coli, and shall indicate whether that test result is correct
ronmental protection agencyManual for the Certification of orincorrect.
LaboratoriesAnalyzing Drinking Viater” 4th edition, to evaluate (¢ To pass @roficiency evaluation under p4a), an operator

thﬁ_ana!yzﬁRcompzztencyb 1666, No. 525, 6110-1-99 shallreport the correct result on 90 percent of the samples tested,
istory: Cr. RegisterSeptemberL999, No. 525, £f10-1-99. with no false negatives.

ATCP 77.34 Water laboratories; proficiency evalua - (6) FuLL cERTIFIcATION. Thedepartment may fully certify an
tion. (1) EVALUATION REQUIRED. Except as provideih sub. (4), ©Peratorto perform a test if, in a proficiengyaluation under this
the department may not issue or renew an opegatertification section, the operator meets applicable performance standards
to perform any test listed under ST®P 77.023) unless, within Undersubs. (4) and (5).
the year immediately preceding that certificatiomrenewal, the ~ (7) PROVISIONAL CERTIFICATION; SUSPENSION. (@) If, in any
laboratory passes a proficiency evaluation for that test. proficiencyevaluation under this section, an operator fails to meet
(2) FoRM OF EVALUATION. In a laboratory proficiency evalua @Pplicableperformance standards under subs. (4) and (5), the
tion under sub. (1), an operator shall assign an analyst to exan§lfBartmenshall issue a notice stating that the operaiertifica
samplesprepared by an approved evaluator under sub. (3). T# {0 perform that test is provisional.
contentsof the samples shall be known only to the evaluatbe (b) A provisionally certified operator may regain full certifica
analystwho examines the samples shall be an analyst who nt@n by meetingapplicable standards under subs. (4) and (5) on the
mally performs that test at the certified laboratofheevaluator next2 consecutive proficiency evaluations.
shall rate the operatts proficiency by comparing the analgst’  (c) If a provisionally certified operator fails to meet applicable
resultsto the known contents of the samples, and shall répse  performancestandards undeubs. (4) and (5) on either of the next
resultsand ratings to the department. 2 proficiency evaluations, the department shall summatrily
(3) APPROVEDEVALUATOR. The state of \lgconsin laboratory pendthe operatds certification to perform that test. THepart
of hygiene, or another evaluatapproved by the department inmentmay fully restore the operatercertification if the operator
writing, shall be the evaluator in a proficiency evaluation unddioesboth of the following:
undersub. (1). 1. Documents the stepghich the operator has taken to-cor
(4) EvALUATION PROCEDUREGENERAL. A proficiency evalua rectthe performance deficiency
tion under sub. (1) shall be conducted according to a standard 2. Meets applicable performance standards under subs. (4)
evaluationprocedure which the department approves in writingind (5) on a new proficiency evaluation.
An operator imot required to complete a proficiency evaluation History: Cr. Register SeptemberL999, No. 525, &10-1-99.
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